
510(k) Summary

1.0 SUBMITTER INFORMATION 'JAN 9 2Oo8

1.1 Submitter: SHIMADZU MEDICAL SYSTEMS
201 01 South Vermont Ave.
Torrance, CA 90502-1328
PH: 310-217-8855
FX: 310-217-8869

1.2 Contact: Don Karle

1.3 Date: April 25, 2007

2.0 DEVICE NAME

2.1 Proprietary Name: SDU-2200Pro

2.2 Common Name: Ultrasound Imaging System

2.3 Classification: Ultrasonic Pulsed Doppler Imaging System
FR # 892.1550, Product Code 90-IYN

Ultrasonic Pulsed Echo Imaging System
FR # 892.1560, Product Code 90-IYO

Diagnostic Ultrasound Transducer
FR # 892.1570, Product Code 90-ITX

2.4 Predicate Device: Shimadzu SDU-22001'ro (K061637, Jul./25/06)

3.0 DEVICE DESCRIPTION
The SDU-2200Pro is a mobile diagnostic ultrasound system. This system has flat linear
array, convex linear and sector probe with a fr~equency range of approxinately 2 to 15
MHz. It has B mode, M mode, Pulsed Doppler mode, Continuous Doppler mode,
Color mode, Real time 3D mode, or in a combination of modes.

4.0 INTENDED USE
The SDU-2200Pro is intended for the following applications:



Fetal, Abdominal, Pediatric, Small Organs (Specify), Neonatal Cephalic, Adult
Cephalic, Cardiac, Transrectal, Transvaginal, Peripheral Vascular, Musculo-skeletal
Superficial and Musculo-skeletal Conventional.

5.0 SAFETY CONSIDERATIONS
SDU-2200Pro has been designed to meet the following voluntary and measurement
standards:

* IEC 60601-1 Safety of Medical Electric Equipment
* UL60601-1:2003 Medical Electrical Equipment Part I: General Requirements

for Safety
* AIUM NEMA UD2 Acoustic Output Measurement Standard for Diagnostic

Ultrasound Equipment
· Acoustic Output Measurement and Labeling Standard for Diagnostic

Ultrasound Equipment Revision 1 (AIUM 1998)
* AIUM NEMA UD3 Standard for Real-time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN -9 2008

Mr. Don Karle
Manager, Customer Service
Shimadzu Medical Systems USA
20101 South Vermont Avenue
TORRANCE CA 90502

Re: K071287
Trade/Device Name: Diagnostic Ultrasound System SDU-2200Pro, system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: December 18, 2007
Received: December 19, 2007

Dear Mr. Karle:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Diagnostic Ultrasound System SDU-2200Pro, system, as described in your
premarket notification:

Transducer Model Number

L040-075U VA13R-035U VA40R-035VNU EC 1OR-065VPU
L040-120U VA13R-050U VA57R-0375WU S01 1-05oU

L040-120HU VA20R-035U VA57R-0375HU SO 17-035U
L070-075U VA40R-035U TV1 1R-055U S020-025U
L072-050U VA40R-035HU UBIOR-065U

VAI 1R-055U VA40R-035VPU EC11R-055U



Page 2 - Mr. Karle

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 5 10(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and
prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html



Page 3 - Mr. Karle

If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(240) 276-3666.

Sincerely yours,

Nancy C. Brogdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 1 of 23

510(k) Number (if known): qI 2I
Device Name: Diagnostic Ultrasound System SDU-2200Pro, system

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode o ration
ClinicalApplication A B M PWD CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Speciy)** Harmonic (Specify)
Doppler imaging Imaging ***Ophthalmic

Fetal P P P P P P P P N
Abdominal P P p P P P P P N
Intra-operative
(Sp e ciy)
Intra-operative
Neurological
Pediatric
Small Organ
(Specify) * , P P P P P P P
Neonatal
Cephalic
Adult Cephalic
Cardiac Pp P P P
Transesophageal
Transrectal P P P P P P P P N
Ransvagial P P P P P P P N

Transurethral
Intravascular
Peripheral Vascular P P P p p P P p
Laparoscopic
Musculo-skeletal - p P p P P p P
Conventional
Musculo-skeletal p P P p p P p P
Superficial
I Other (Sec_
N= new indication; P= previously cleared by FDA; E- added under Appendix E

Other Indications or Modes:
· Thyroid, Testicles, Breast
· * B/M, H/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

· *Real time 3D

PLEASE DO NOT WRITIE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Coiunenace of CDRI, Office of Deviee Evaluation (ODE)

(Division Sign-Off)'
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number V- 1 141



Prescription Use (Per 21 CFR 80 1.1I09)
Ultrasound Device Indications Statement Page 2 of 23

5 10(k) Number (iflknown): (12Z
Device Name: Diagostic Ultrasound System SDU-2200Pro. L040-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the humnanbody as follows:

-Mod of Operation
ClinicalApplicauion A B M PWD CWD Cor Power Color CFombi-ned -Tissue Ote

Doppler (Amplitude) Velocity (SpecifyI* Harmoni (Specify)
Doppler Imaging c

Ophthalmicimgn
Fetal 

____

Abdominal
Intra-operative 

___

Intra-operative
Neurological
Pediatric
Small Organ ~

Neonatal
Cephalic
Adult Cephalic
Cardiac
2Thansesophageal
Trtansrectal
Transvaginal
Trtansuretr'al 

____

In ravasculat
Perip~heral Va~cudar p p p p ~ p p p _ _

Laparosco pic
Musculo-skeletal p p p pp p Pp
Conveyitional
Musculo-skeletal P P P pp P p p
Superfcial
Other &(S O),ej' __

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast
**B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)
""Real time 3D

PESEDO NOT WRITE BEO ETI LINE-CONTINUE ON ANOHRPG IF NEEDED)
C.....nc of CDRH, Office of Device Evaludoa (ODE)

(Division Sign- Off)
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number __ ______



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 3 of 23

5 1 0(k) Number (if known) : Kui 2%fI-V-
Device Name: Diagnostic Ultrasound System SDU-.2200Pro. L040- 120U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinical App lication A B M PWŽ CWD color Power Color Combined Tissu Other
Doppler (Amplitude) Velocity (Specify)" Harmionic (Specify)

- - - fl~~~~~~~~oppier Imaging Imaging *
Ophthalmic
Fetal
Abdominal
Intra-operative

Intra-operative
Neurological
Pediatric

,Small Organ P, P PP

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Tlranstrectal
Transagnal

Tansrethral
Intravascular
Penkpheral Vascular- P P pp P p P p ____

Musculo-skeletal p p p pp p P p
Conventional
Musculoi-skeletal P pp P P p p p

1=new idcation; P'previously cleared by FDAE ddd ndr pendfix E

Other Indications or Modes:
*Thyroid, Testicles, Breast

Convnece f OR~lO~o ofDevceEvalstion (ODE)

(Division Sign-Oft) 9V
Division of Reproductive, Abdominal and
Radiological Devices V~)-{ 1
510(k) Number _________



Prescription Use (Per 21 CFR 80 1. 109)
Ultrasound Device Indications Statement Page 4 of 23

5 1 0(k) Number (if known) : Kul1 ~ ,ZI
Device Name: _Diaa~nostic Ultr~asound System SDU-2,200Pro. ~L040-1201{U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

- -- - M ode o f O perat o n _ _ _ __ _ _ _ _ - _ _ _ _ _

Clinical Application A B M PWD CWD Color Power Color Combined Timse Other
Doppler (Amplitude,) Velocity (Spec,,ty)** Harmonic (Sp e c fy)

- - - ~~~~~~~~~Doppler imaging imaging *

Ophthalmic
Fetal
Abdominal
Intra -operative

nt rn-operative 
____

Neurological
Pediatric

Small Organ P P P1

Neonatal
Cephalic - - - - - -

Adult C'ephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular P P P P P P P P
Laparoscopic
Musculo-skeletal P p P P) P p p p
Conventional
Musculo-skeletal - 7 P PpP _P p _P
Superficial

11 Others. - = -co1

N=new indication; P=peiul cleared by FDA; E= added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast

** B/M, B/PWD, CFM(B)/PWD, CEMB)/CFM(M)
**Real time 3D

(PLEASE DO.NOT WRrTE RELOW THIisLIe-CONTINU ON TRMP~~ AEiF NEEDE)
,Conmire of CI)RH1LOfco of Devieo Evaltiation (ODE)

(Division Sign-Off) i
Division of Reproductive, Abdominal and
'Radiological Devices V I it 1
51C(k) Number _______________



Prescription Use (Per 21 CFR 80 1.1I09)
Ultrasound Device Indications Statement Page j of 23

5 10(k) Number (if known): Vt1Rl -
Device Name: DiaotcUlrsudSytmSU2 .200Pro. L0.70-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

_________________~M od of Op rton
Clihcal ppliatio A B M PWD CWD Color Pow.er Cor Combined ~Tisse Other

Doppler (Amplitude,) Velocity i(pecify)"* Harmonic (Specify)

Infa prative

nraoperative
Neurooial

- p p p P P P p p
N ona a 

_ _ _ _

Cephalic

Cardia
Transeso ha eal
Thansrectal
Transvaginal
Transurethral - - - - - - _ _ _ _ _ _ _ _ _ _ _ _

Intravascular
Peripheral Vasculkar - P pp p P p p
Laparoscopic - - - - - ____

Musculo-skeletal P p p P p P Pp

Mzssculo-skeletal P P p P p ~~ ~ ~~p p p

newindcaion Wpreviously cleared by FDA, E= added under AppendixE

Other Indications or Modes:

** IMB/PD, FM(BIW C~()/GFM(M)
Reatie3

Concunet ofTMH Office of Dlevi. Evaluation(fE

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices - -
510(k) Number K.JA I



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 6 of 23

5 10(k) Number (if known): K WS
Device Name : Diagnostic Ultrasound System SDIJ-2.200Pro. L0.72-OSOU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

- ~~M od ~ f p r t ~ _ _ _ _ _ _ _ _

Clinical Application A B M PWD CWD Color Pow-er Clr combihed Tisse Other
Doppler (Amplitude) Velocity (Spec6t)** Harmonic (Spec6f)

- - - ~~~~~~~~~Doppler imaging Imaging
Ophthalmic
Fetal
Abdominal
Intra-operative

Intra-operative
Neurological - - - - - - ____

Pediatric
Small Organ p p p p) P p p p

Neonatal
Cephalic
Adult Cephalic
Cardiac
71,ansesophageal
Transrectal -.- - - -

Transvaginal
Transurothral
Jntravascular
Peripherl Vascular pF_ Pp p p _p _p p
Laparoscopic
Musculo-skeletal P p p P P P P p
Conventional
Musculo-skeletal - - - - - -

ISuperficial

N=new indication; P= previously cleared by FDA, E= added under Appendix E

**B/M, B/PWD, CFM$1)/PWD, CFM(B)/CFM(M)

*41* Rea time 3D Do NOT WrITBELODW nThIS NECONThhE ON ANOTIER. PAG1F$D)

Conurec of CDRH, Office of D vcEu~ao(OfE)

(Division Sign-Off) 1
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number - o___________



Prescription Use (Per 21 CFR 80 1.1I09)
Ultrasound Device Indications Statement Page 7 of 23

5 1 0(k) Number (if known) Kolar_ __

Device Name: Di notcUtaounid System SDU-220()Pro. VAl IR-055U

Fill out one formi for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mod ofOerato
ClnclApplication A B M PW CWD Cor Pwe Cilr omnd Tisse Other

Dplr (Amplitude) Velocity (Sp ecify)~ Harmonic (Specify)
- -- Do~~~~~_2ppler Imaging, imaging ~

Ophthalmic
Fetal PP p P p p P p
Abdominal P p _ P p p ~ P P
Intra-operative

Intra-operative
Neurological
Pediatric P Ppp -p Pp
Small Organ

Neonatal p
Cephalic
Adult C'ephalic - P P P -_P p P p p _ __

Cardiac Pp PF p P _P p p
Transesophageal
Transreceta! r
Transyaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal - - -____ 

____

Conventional
Musculo-skeletal

SuperfiSpcia )

N=new indication; P peiul lae yFAEaddudrApni E

Other Indications or Modes:
**B/M, D/PWD, CFM(B)/PWD,CFM(B)/CFMMA
'"Real time 3D

(tPLEASE DO NOT WRrfl BLW ThSLNE-CONTINJUE ON1 ANOTHER PAGE IF NEEDED)
Concmee ofCi Office offlevice Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices Ko
510(k) Number O\OI1



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 8 of 23

5 10(k) Number (if known) : Y% YIW\19
Device Name: Diagnostic Ultrasound System SDIJ-200Pro, VA13R-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mod of Operation- _________

Clinical Application A B M PWD CWD Color Power Color Combined Tissue Ote
Doppler (Amplitude) Velocity (Specifr)** Harmonic SpcI}y)

- -- Do~~~~~~~ppl~er imaging imaging
Ophthalmic

Fetal P _ p P P -P P P _ __

Abdominal 111 .. U.

Intra-operative

Neurological
Pediatric
Small Organ

Neonatal

Adult Cephalic
Cardiac P p p p P p P p _ __

Transesophageal
Transrectal - - -____

Transvaginal
Transurethral
Inftmaasular - - - -____

Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal - - - ____ ____

Superficial

N=new indication; P= preiul laeIb D;E de under Appendix E

Other Indications or Modes:
*B/M, B/PWD, CFM(HB)/PWD,CFM(B)/CFM(M)
""'Real time 31)

(PLEASE DO NOT WRITE BELOW THIES LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

(Division Sign-Off) &-)
Division of Reproductive, Abdominal and
Radiological Devices IJR1
51 0(k) Number K\UI 11ob



Prescription Use (Per 21 CFR 80 1.109)
Ultrasound Device Indications Statement Page 9 of 23

SI 10(k) Number (if known): V tri a'2
Device Name: Diannostic Ultrasound System SDU-2200Pro. VA13R-050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mod of Operation
Clinical Application A B Mt PWD CWD Colo.r Power Color Combined Timse Other

Doppler (Amplitude) Velocity (Specify) ** Harmonic (Specify)
- - - ______ ~~~~~Doppler I-aging Imaging _____

Ophthalmic
Fetal PP pp p-p- p- P _

Abdominal P P pp P P P p p _ __

Intra-operative

Intra-operative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic 

____

Cardiac P IpI p p ppp P __

Transesophageal
TRans rectal
Transvaginal
Transurethral
.Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculoi-skeletal - - - - - - ____

Super icial
Othrs eci -

N= new indication; =priolycleared by FDA; F= added under Appendix E

Other Indications or Modes:
~*B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M

**Real time 3D

(PEI DONOT WRITE BELOW THins LINECONTINUE ON ANOTE PAGE IF NEEDED)
tocunee ofcDlli Office of Devic Evaluaion (ODE)

(Division SinOf
Division of Reproductive, Abdominal and
Radiological Devices K
510(k) Number ____________



Prescription Use (Per 21 CER 801.109)
Ultrasound Device Indications Statement Page 10 of 23

5 10(k) Number (if known) : Ki 0 as.
Device Namne: Dia~nostic Ultrasound System SDU-2200Pro, VA2OR-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

M~eain_
Clinical Application A4 B M PW CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify) Harmtonic (Specify)
- - - - - Dpper Imagin Imging _____

Ophthalmic
Fetal PP PP _P p p P
Abdominal P pP _p p P p
IntIra-operative

Intra-opierative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic- - _ _ _ _ _ _ _ _

Adult Cephalie
Cardiac- P P P P p p _p

Transrectal
Thransyaginal
Transurethral
Intravascular
Peripheral Vascular - - - - - -

Laparosco pic
Musculo-skeletal - - - - -

Conventional
Musculo-skeletal
Superficial

rl s eci =

N=new indication; P== previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
** HM, B/PWD, CFM(B)/P WD,CEM(By/CFM(M)
" Real time 3D

(LAEDO NOT WRITE BELWWgLN-OTNEO NTf AEI EDD
Ccomein~caof( GDR, Office of`DeviceEuoao (ODE)

(Division Sign-Off) 6
Division of Reproducflve, Abdominal and
Radiological Devices L/
510(k) Number Y\O



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page I11 of 23

510(k) Number (if known): ~ ( t
Device Name: Diaunostic Ultrasound System SD-2200Pro. VA40R-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

MOd ofOerton
Clinical A B M PW WD Clo o -wer Color Combined Tissue Other
Application Doppler (Amplitude) Velocity (Specify) - Harmonic (Specify)

- -- - - -______ ~~Doppler Imaging ______imaging

Ophthalmic
FetalP P PpPPPP 

_ __

Abdominal P p P P PPPP _ __

Intra-operative

Intra-operative
Neurological
Pediatric 

____

Small Organ

Neonatal
Cephalic
Adult Cephalic ____

Cardiac
Transesophageal
Transrectal 

____

Transvaginal
Transurethral
Intravascular - - - - - ____

Peripheral Vascutlar- - - - - - ____

Laparoscopic - -_____

Musculo-skeletal
Conventional
Musculo-skeletal - - - - - _____

N=new indication; P== previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
**B/lv B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

Real time 3D

(PES ONOT WR3T )EO HSVNECNIUN ANOfIEM PAGE I EDD
Conurece ODRE OUMffice otfDevic Evaluaioin (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devloes 1 ' u l
510(k) Number J\ Krlo



Prescription Use (Per 21 CFPR 80 1.109)
Ultrasound Device Indications Statement Page 12 of 23

5 10(k) Number (if known) : ____________

Device Name : Dia nostic Ultrasound System SDU- 2200Pro, VA4OR-03 5HfU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of thehuman body as follows:

-Mod of Operation
Clinical A B M PWD CWD Color Power Colo Combined Tissue Other
Application Doppler I (Amplitude) Velocity (Secifr Harmonic (Specify)

- -- - - ~~~~~~Doppler Imaging ____ imaging
Ophthalmic
Fetal ppF_ _p p P P p P
Abdominal PF- P _ _ P P pp P
Intro-operative - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-operative
Neurological
Pediatric - - - -

Small Organ

Neonatal
Cephalic
A~dult Ce halic

Transesophageal
Transrectal

flansurejhral
Intravascular
Peeripheral Vascular- - - -

Musculo-skeletal
Conventional
Musculo-skeletal - - - - -

SuperficilSP

N=new indication; PW previously cleae by FDA; E= added under Appendix E

Other Indications or Modes:
*:*B/MDW, CFM(B)/PWD,CFM(B)/CFM(M

(PLESE O NT WITEEEW Ths LNE-ONTNUEON ANOThER PAGE IF NEEDED)
Cocurnc o IRH, Office of Device Evaluanie (ODE)

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices 2il
510(k) Number _____________



Prescription Use (Per 21 CFR 80 1.1I09)
Ultrasound Device Indications Statement Page 13 of 23

510(k) Number (if known): V351 .fI
Device Name: Dia otcUtaon ytmSDU-2200Pro. VA40R-035VPU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mod ofOpeaton
Clinical A B M PWD CWD Color Power Color Combined Tissue Other
,Application Doppler (Amplitude) Velocity (Specify)* Harmonic (Specify)

O hthalmic - - - - - - ~~~~Doppler Imaging Imaging

Fetal N N N N N N N N N
Abdominal N N N N N N N N N
Intra-operative 

- ____

Intra-operative
Neurological
Pediatric
Small Organ
(Sect *)

Neonatal

Adult Cephalic
Cardiac
Transesophageal - - - - - - _ ___

Transrectal

Transurethral
Intravascular - - - -_____

Peripheral Vascular

Musculoi-skeletal - - - - - -

Conventional
Musculo-skeletal - - -_ _

Superficial 
- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Others &eci &

N=new indication; P= previously cleared by FDA; B= added under Appendix E

Other Indications or Modes:
**B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)
**Realtime 3D

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number -____-______I _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 14 of 23

5 1 0(k) Number (if known) : Ma i
Device Name: Daianostic Ultrasound System SDU-2200Pro. VAOR-O35VNU

Fill out one form for each ultrasound system or transducer,

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mod oOprton
Clinical A B M PWD CW Cor Power Color Combined Tissue Other
Application Doppler (Amplitude) Velocity (Specpj9)-* Harmionic (Specify)

- -- - - - - Dopp~~_22ler Igng Imagng
Ophthalmic
Fetal - N N N N .. N N N
Abdominal N N N N N N N N N
Intra-oiperative

Intra- operative
Neurological
Pediatric
Small Organ

Neonatal

Adult Cephalic
Cardiac - - - - - - -

Ttransrectal

Transurethral
Intravascular
Perijp-hera? Vascu~lar

Musculo-skeletal - - - - - -

Conventional

Musculo-skeletal - - - - - -

Superficial

N= new indication; P= previously cleared by FDA; E= added under AppendixE

Other Indications or Modes:
*B/M B/PWD, CFMflB)/PWDCFM(H)/CFM(M)

Real time 3D

(?LAS toNO WITEBELOW THIUS LNE-CONTINUEON ANOTHER PAGED'NEEDED)
Conuime OfCflRHi Office of Device Evsluation (ODE)

(Division Sign-Oft)
Division of Reproductve, Abdominal and
Radiological Devices 1 1
51 0(k) Number ND/ l



Prescription Use (Per 21 CFR 80 1.109)
Ultrasound Device Indications Statement Page 15 of 23

5 10(k) Number (if known): b ~d9 __
Device Name: -Diagnostic Ultrasound System SDU-2200Pro. VA57R-O37SWrU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

- - -. ____ -Mode~ of Operation ____

Clinical A 7 M - PWD CWD Odor ~ Powr Coo Mombined Tissue Other
Application -Doppler (Amplitude) Velocity SpecifA** Harmonic (specify)

- -______ ______ ~Dopple Imaging Im gng _ __ _

Ophthalmic I I I__
Fetal ~ ~ ~ 11PIIP IPIPPP

Abdominal _ P P IP p P P P
Intra-operative

Intra-oiperative
Neurological
Pediatric
Small Organ

Neonatal
Cephalic

Ad emphalic

Cardiac
Transesophageal -- -- ____

Transrectal
Transvaginal -- ____

Transurethral
intravascular -

PTe-rphera2 Vascular
Laparoscopic
Musculo-skeletal -- _ _ _ _ _ _ _ _ _ _ _ _ ____

Conventional
Musculo-skeleral
Superfcial
Others a'S ecjfy) - - - _ _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
B/ HM, B/PWD, CFM(B)IPWD,CFM(B)/CFM(M)

Real time 31)

(PLEAS9 DO NOT WRrrE BELOW THIS LIN46,CONTINIJE ON ANOTHER PAOE F' _NEEDED
Coneurne of CDRH. Offte offDevicecavahlatou (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number - Ksi________ __ ___



Prescription Use (Per 21 CFR 80 1. 109)
Ultrasound Device Indications Statement Page 16 of 23

SI 10(k) Number (if known):
Device Name: Diagnostic Ultrasound System SDU-22001'ro. VA57R-0375H-U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of thle human body as follows:

Mod ofOpeaton ____

Clinical A B_ i PWD CWD Color Power Color Combined Tissue Other
,Application Doppler (Amplitude) Velocity (Specify)"* Harmonic (Specify)

- - flo~~~~~~~Dppier Imaging _____ Imaguing *
Ophthalmic
Fetal pp PI P P* P P P _ _

Abdominal P P P P_ p P P P
Inzra-operative

Intra-oiperative
Neurological
Pediatric
Small Organ

Neonatal

Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral - - -- -

Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

21 Ohrs ecify)

Other Indications or Modes:
B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M

~"~Real time 3D

(PLEASE DO NOT WRITE BELWTIIECNIU ON AOER PAGE IF NEEDED)
Concommoco of CDE Offict, of Device Evaluation~f (ODE)

(Division Sign-O)6
Division of ReprouctlvO1 Abdominal and
Radiological Devices i r 1
510o(k) Num ber k ns



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 17 of 23

5 10(k) Number (if known): b\R
Device Name: Diaiznostic Ultrasound System SDU-2200Pro. TVL11R-055U,

Fill out one form for each ultrasound systemn or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

A - ~~M od of'O eai n-_ _ _ _ _ _ _ _
Clinical App lication A B M PD CWD Color Power Color Cr ik iiu Other

Doppler (Amplitude) Velocity (Specify)* Harmonic (Specqfy)
- -- ______ -______ ~Doppler imaging _ _ _ _ _ m gn _ _ _ _

Ophthalmic 
____

Fetal PP p p p p p p
,Abdominal 

____

Intra-operative

lntram operative 
-_____

Neurological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrecetal p p p -p P p p p
Transvaginal P P P P p p p p
Transuirethral - - -_ _ _ _ _ _ _ _

Intravascular
Peripheral Vascular - - ____ ____

Laparosco pie
Musculoi-skeletal - - ____ ____

Conventional
Musculo-skeletal - - - - - - ____ ____

ISuperficial
Otes iecifv -I I I

N4= new indication; P= previously cleared by FD, = added udrApni

Other Indications or Modes:
**B/Mg B/PWD, CEM(B)/PWDCFM(B)/`CFM(M)
~""Real time 3D

(EAEDO NOT WRT EOWf LE NhLEON AOhRPG EDD
Coiurneo DH fic flvo vlsoi(ODE

(Division Sign-Of) c
Division of Reproductive, Abdominal and
Radiological Devices
51 0(k) Number Kul__________7 _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 18 of 23

10(k) Number (if known): t)1 Id~~
Device Name: Dia-nostic Ultrasound System SDU-2.200Pro. UBI3IR05

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Ciical Apiaon A B U PWD WD Clr Power CFolor obie Tissue Other
Doppler (Amplitude) Velocity (Specify)" Harmonic (Specify)

- - Do~~~~~~~2pplter Imaing imaging
Ohhlic

nraoerative

Neurological

Peitri~c

Small Organ

Neonatal
Cepha lic
Adult Cepholic
Cardiac

HTranse ooha Ia

Transrectal P PP - F ppp
Transvaginal

Transurethral
Intravascular -

Peripheral Vascular
LaparosCopic
Musculo-slkeletal - - - - - -

Conventional - - - - - _ _ _ _ _ _ _ _ _ _ _

N4= new indicati on; P= Previously cleared by FDA; E_ added ne Appendix E

Othe Indications or Modes:
4B/M, B/PWD, CF WPW ,M)IF )

Real time 3D

Coneweac of CDRH, Office of Devc vlatw OE

(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices1
510(k) Number-_ _ _ _ _ _ _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 19L of 23

5 1 0(k) Number (if known): K l Qg
Device Name: Diagnostic, Ultrasound System SDU-2200Pro. ECI IR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

ClinitalAppIication A B Al PWD CWD Color Powe Cor Combined Tisse Other
Doppler (Amplitude,) Velocity (Spect,54)* Harmonic (Specify)

- -- _______ ~~~~Doppler Imaging imaging
Ophthalmic
Fetal P P P __ Pp P P P
Abdominal
Intra-operative

Intra-oiperative
Neurological
Pediatric
Small Organ

Neonatal

Adult Cephalic
Cardiac
Transesopha geao
Transrectal P P P __ pP p p P
Transvaginal P P p __ P P P P P
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal - - - -- ____

Conventional
Musculo-skeletal - - - - - - ____

Superficial

N=new indication; P_ previoul cleared by FAF added under Appendix ~E

Other Indications or Modes:
*B HM, B/PWD, CFMcB)IPWD,CFM$B)/CFMCM

(LAEDO NOT WRT BELOW TMS LINE-COTNTDJTJ ON ANOTfIER PAGE IP EDD
Cocnnnc of CDRIL Office. Device EvalaIn(O)

(Division Sign-Off) )
Division of Reproductive, Abdominal and
Radiological Devices j/-
510(k) Number - -I ____________



Prescription Use (Per 21 CFR 80 1.1I09)
Ultrasound Device Indications Statement Page 20 of 23

5 10(k) Numnber (if known): K l~%
Device Name: Diarnostic Ultrasound System SDU-2200Pro. ECIoR-o65VPU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinical7pplication A B M PWD CWD Color, oe Color Combined Tissue Other
Doppler (Amplitude) Velocity (Specify) **Harmonic (Specify)

- -- - - - Do~~~~_2ppler Imaoging ______imaging

Ophthalmic
Fetal N N N N N N N N N
Abdominal
Intra-operative 

___

Intra-operative
Neurolo ical
Pediatric
Small Organ

Neonatal

Cardiac

Transrectal NN N N N N N N N
Thanava )ial N N N N_ N N N N N
Transurethral

Intravascular
P.eripheral Vascular- - - - - - ____

Musculo-skeletal - ____ ____ ____

Conventional
Musculo-skeletal - - _________

Otfhers (Sec jj) - = -

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Idications or Modes:
**B/M4, B/PWD, CFM MB/WD,CFM(B)/CFM(M
~"~Real time 3D

(PLES DONT WRITEBE oTHis LAE-cowNTuE oN ANOTHERPAGE IM EIflDI
Concurtronf ofCDRH Office of Devi~e Evahution (ODE)

j)Jr4 0t ;
(Division Sign-Oft)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number _ _ _ _ _ _



Prescription Use (Per 21 CFR 80 1.109)
Ultrasound Device Indications Statement Page 21 of 23

5 10(k) Numtber (if known) : bel I n __

Device Name: Diagrnostic Ultrasound System SDUJ-2200Pro. SOLI-OSOU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mod of Operation
ClinicalApplicatio A B M PWD CWD Co tar Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (S~ecify)'. Haroinic (Spec4fy)
- -- _______ ~~~~Doppler imaging Imaging _____

Ophthalmic
Fetal 

____

Abdominal P P PP _ __

Intra-operative

Intra-operative
Neurological
Pediatric P P P P P P P P P ____

Small Organ

Neonatal
Cephalic
Adult Cephalic
Cardiac P Pp P P+ P P P p p ___

Transesophageal
Transrectal
Trans~vaginal
Transurethral
Intravascular
Perizpheral Vascular

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

N=new indication; P= previously cleared by FDA; Ere added under Appendix E

Other Indications or Modes:
** BIM, B/PWD, CFMH)/WlQ CFM(B)/PWD,CFM(B)/CFMcM),B/W,cwFcB)/CWD
Harmonic Imaging

**Real time 3D
(PLEASE DO NOT WRflt ELO wThIusLNE-CONTINUE O~NANOTHER PAGE IF NEEDED)

Concurec ofCDRH. Office of Device Evaluation (ODE)

ahtz~
(Division Sign-Oft) 1r
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number ___________



Prescription Use (Per 21 CFR 80 1.1I09)
Ultrasound Device Indications Statement Page 22 of 23

51I0(k) Number (if known): 11~!'
Device Name: Diagnostic Ultrasound System SDU-220Po 0705

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinical Application A4 B MS PWD CWD Color Power Color Combined -Tis-sue Other
Doppler (Amplitude) Velocity (Specify)** Harmonic (Specify)

- - - ~~~~~~~~~~Doppler Imaging Iaig~

Fetal
Abdominal P P- ~ P P ___

Intra- operative

Intra-operative
Neurological
Pediatric
Small Organ 

____

Neonatal
Cephal c
Adult Cephalic _______

Cardiac PPI P P P7 ~ P pT P P
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculoa-skeletal
Conventional
Musculo-skeletal - _____

Superficial
2~thrs (eci =-

N=new indication; P prvously cleared by FDA; E= added undrAppendixE

Other Indications or Modes:
BflvfM, BIPD F()PDCMB/PWD,CF )CMM,/CI)CMB/W

Harmonic Imaging
""Real time 3D

(LAEDO NOT WRITE BELOW THIS LINE-ONTINUE ON ANOTE ASI EDD
Concw~rwee of CDPH, Office of Devic Evanlusne (ODE)

(Division Sign-Off) -
Divisian of Reproductive, Abdominal and
Radiological Devices
510(k) Number - Kbl



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 23 of 23

510(k) Number (if known) : ~ u- 12I.22
Device Name: Diagnostic Ultrasound System SDU-.2200Pro. S020-02513

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinica Appicaion A B 34 PWD CD Color Poer Coo Combined Tissue Other
Doppler (Amplitude) Velocity (Specify)-* Harmonic (Specify)

- -- ______ ~~~~Doppler imaging ______ imaging _____

Feal
Abdominal ~~~~~P P p _ _ _ _ _ _ _ p _ _ _ _

Itra-oprtv

Intra-operative

Pediatric
Small Organ 

____

Neonatal

AdlCephalic

Cardiac pp p p p p p p P
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal - - - - - - ____

Superficial
IOthers Qecify)

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
** B/MA, H/PWD, CFM(B)DCM/PWD,CFB/PD~FM(B)CFMQM),B/CWTIJCFM()/CWTD
Harmonic Inaging

Real time 3D
(PES DO--NOT WRT EOW TIES LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Conoomnee of CDRH, Office of Device Evuualion (ODE)

(Division Sign-Off)
Division of ReProduti~ve, Abdominal and
Radiological Devices 2
51 0(k) Number __ ______


